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Ortho Molecular Products Inc. Office of Special Nutritional (HF $-450)

3017 Business Park Drive Center for Food Safety and Applied Nutrition
PO. Box 1060 U.S. Food and Drug Administration
Stevens Point, Wi 54481 5100 Paint Branch Parkway
715.342.9881 Phone College Park, MD 20740-3835
800.332.2351 ‘

715.342.9866 Fax
orthomolecularproducts.com

Dear Sir/Madam:

This letter will'serve as notification; pursuant to section 403 (r)(ﬁ,}\éf‘ihe Federal Food, Drug, and
Cosmetic Act and 21 CFR 101.93, that Ortho Molecular Products, Inc. is using the following claim on its
label (see attached labels on page 2).

Name of Man&facturei‘: Ortho Molecular Produets, Inc.
' 3017 Business Park Drive
P.O. Box 1060
Stevens Point, WI 54481 -
Statement Text: Cardiovascular Health

Dietary Ingredients: Policosanol (from Sugar Cane), Natural vegetable capsules, Ascorbyl Palmitate,
Magnesium Stearate, Microcrystalline Cellulose, Silicon Dioxide.

Dietary Supplement Name: Policosanol
As required, enclosed are two photocopies of this notification.
I certify that the information presented and contained in this notice is complete and accurate, and that

Ortho Molecular Products, Inc. has substantiation that the statement is truthful and not misleading.

Sincerely, | \
I ad !s " T
Melissa Slager

Document Control / Training Manager
Ortho Molecular Products
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Ortho Molecutar Products nc. Attachment of Policosanol Labels
3017 Business Park Drive - - )

PO. Box.1060

Stevens Point, W1 54481 Suggastod Use: s a ctary Suplament, 1 capicle per day oF 68 reoommend-
715.342.9881 Phone ad by your tialt cars professional

Formu[ated to b free of allargens derived from: Gluten, corn, &gy, dairy, .
800.332.2351 paanuts, soy, yeast, artifiral Golors and flavors, fyou are preorgnt DUSIng 0 Ssegggzl?g‘pse‘gt Facts
' using bltm mhmng madication, cansult your physician before taking this prod- Servings Per Container. 60
715.342.9866 Fax uct As with aif dlatary supplaments, soms indaduals may ot folerale o may be
allorge o the Ingredients used. Plaase read the ingredient panel carefully prior Arvount Per % Daily
orthomolecularproducts.com o mgestion. Cepse taking thls product and consqit your physictan ¥ you hiavo Serving _ Value

tagstions es . ot o oy tom 0o
negye faactions upon ingesiion, Thi pfodict s g mmwurpm Policasanot (irom SugarCane) 20 mg *

ot s If outer kogood heck seakor ingr-seal afe miksaig o damagy

KegP CONTANER TGHILY.CLOSED, STORE AT AOGM, TEMPERATRE KEEP QUT OF REACH OF CHEDREN - it s . i e -
D sy . AL, | — - LI%Daly Vehio notestabishad
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Cither Ingredienty: Natural vegetable cansmes This productmy cotain
.0 ok 0f the followings: AscomyiPalmnata Magnasumsmate
] mfmwsxaﬁme*eaﬁum and Smn Diowide.
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